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Rus
1.

Ob6uwme ceegeHnsa/General information
1.1. HaumeHoBaHue MeguUMHCKOro mnsgennsa/Name of the medical device

QHpockon XKECTKUM MI/IHI/IaTPODHbII‘/JI onda cnanaHgockonmnu, B BapunaHTax MCNONMHEHNA;

QHpockon XKECTKMNIA MI/IHI/IaTPOprIVI ona cnand3HaocKonuu, ¢ OTKNOHEHHbIM
AuCTanbHbIM KOHLOM, TUNOpPasmMepbl:

1.1. BHAOCKOM XECTKNIA MUHUATIOPHBIA 418 CUaN3HLOCKOMNUMU, C OTKIOHEHHbIM
OMUCTaNbHBIM KOHLOM, HanpaeneHue HabnogeHus 0°, guametp 0,9 Mm, paboyas gnnHa
12 cm, gnuHa 100 cm, B cocTaBe:

- QHgockon - 1wT,;

- Mvnb3a 3aWnTHaA, ANa 3HAOCKOMOB ¢ paboueit gnnHoi 10-12 cm (npw
HeobxogmMmMocTK) - 1 WT.;

- NHcTpyKuma no skcnnyaraumm - 1 wr.

1.2. SHAOCKON XKEeCTKUIA MUHMNATIOPHbIA ANS CUan3HAOCKONUN, C OTKNOHEHHbIM
OMCTaNIbHBIM KOHLIOM, HanpasfieHne HabnogeHna 0°, anameTp 1,3 mm, paboyas fnnHa
10 cm, gnavHa 100 cm, B cocTase:

- QHpockon - 1wrt,;

- 'unb3a 3aWnTHas, 413 3HA0CKOMNOB ¢ paboyeld ganHoin 10-12 cm (npw
HeobxoaumocTu) - 1wt

- MHCTpyKuma no akcnayaraumm - 1 1.

1.3. SHA0CKOM XECTKNIA MUHUATIOPHBIA 418 CUAN3HLOCKOMNNUU, C OTKJIOHEHHbIM
OUCTanbHbIM KOHLOM, HanpasneHue HabnogeHus 0°, auameTp 1,1 mm, pa6oyas gnnHa
12 cm, anuHa 100 cm, B cocTaBe:

- OHgockon - 1wt

- M'vnb3a 3aWwuTHas, ANa 3HAO0CKOMOB ¢ paboyei gnnHon 10-12 cm (npwu
HeobxogMmocTK) - 1 wrT.;

- MIHCTpyKuma no skcnayataumm - | wr.

1.4. SHAOCKOM XECTKUA MUHUATIOPHbIA 418 CUaN3HAOCKOMUU, C OTKIOHEHHbIM
OMCTaNbHBIM KOHLIOM, HanpasfieHue HabnogeHus 0°, anameTp 0,7 Mm, paboyas fnnHa
16 cm, AnuHa 147 cwm, B cocTaBe:

- QHpockon - 1 wr,;

- Mnnb3a 3aWnTHad, 419 3HAOCKOMNOB ¢ paboyelt AnNHON 14-16 cm (npw
HeobxogmmocTu) - 1 wWrT.;

- VIHCTpyKLUMA no akcnayataumu - 1.

1.5. 3HAOCKOM YKECTKUA MUHUATIOPHBIA 415 CUan3HAOCKONUN, C OTKAOHEHHbIM
AMCTaNbHBIM KOHLLOM, HanpasneHne HabnogeHus 0°, anameTp 1,6 mm, paGoyas fnnHa
12 cm, gnuHa 100 cm, B cocTaBe:

- OHgockon - 1wr,;

- VIHCTpYyKLMA no akcnnyataumu - 1.

1.6. DHAOCKON XKECTKUIA MUHUATIOPHBIA ANS CMan3HAOCKOMUN, C OTKNOHEHHBIM
ONCTa/IbHBM KOHLLOM, HanpasieHue HabnogeHns 0°, aguameTp 1 mwm, paboyas gnuHa
16 cm, gnnHa 147 cm, B cOCTaBe:
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Endoscope rigid miniature for sialendoscopy, in variants:

1. Endoscope rigid miniature for sialendoscopy, with deviated distal end,
dimension types:

1.1. Endoscope rigid miniature for sialendoscopy, with deviated distal end,
direction of view 0°, diameter 0,9 mm, working length 12 cm, length 100 cm,
consists of:

- Endoscope - 1pc;

- Protective tube for endoscopes with working length 10-12 cm (if necessary)
pc.;

- Instructions for use - 1 pc.

1.2. Endoscope rigid miniature for sialendoscopy, with deviated distal end,
direction of view 0°, diameter 1,3 mm, working length 10 cm, length 100 cm,
consists of:

- Endoscope - 1pc.;

- Protective tube for endoscopes with working length 10-12 cm (if necessary)
pc.;

- Instructions for use - 1pc.

1.3. Endoscope rigid miniature for sialendoscopy, with deviated distal end,
direction of view 0°, diameter 1,1 mm, working length 12 cm, length 100 cm,
consists of:

- Endoscope - 1pc.;

- Protective tube for endoscopes with working length 10-12 cm (if necessary)
pc.;

- Instructions for use - 1pc.

1.4. Endoscope rigid miniature for sialendoscopy, with deviated distal end,
direction of view 0°, diameter 0,7 mm, working length 16 cm, length 147 cm,
consists of:

- Endoscope - 1pc;

- Protective tube for endoscopes with working length 14-16 cm (if necessary)
pc.;

- Instructions for use - 1 pc.

1.5. Endoscope rigid miniature for sialendoscopy, with deviated distal end,
direction of view 0°, diameter 1,6 mm, working length 12 cm, length 100 cm,
consists of:

- Endoscope - 1pc.;

- Instructions for use - 1pc.

1.6. Endoscope rigid miniature for sialendoscopy, with deviated distal end,
direction of view 0°, diameter 1 mm, working length 16 cm, length 147 cm,
consists of:
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- Qupockon — 1 wr.;

- unb3a 3awmTHas, s 3HAOCKONOB ¢ pabouei anuHo# 14-16 cM (npu
HeobxoauMocTH) — 1 wr.;

- MHcTpyKuMA no 3xciutyatauny — | wr.

2. DHOOCKON KECTKHI MHHHATIOPHBIH AN CHAIIHAOCKONMHH, THIIOPa3MeEpbI:

2.1. DHpockon eCTKHt MHHNATIOPHBIil 1A CHAIHAOCKONHH, HanpasjicHHE

Habmoaenus 0°, nuametp 1,7 mm, pabouas ainHa 10 cM, anuna 140 cM, B cocrase:

- Dupockon — 1 wr.;
- UHcTpyKums no skcrutyatauns — | wr.

2.2. Dupockon xecTkui MHHHaﬂOprlﬁ A1 CHAUIIHAOCKONHH, HanpasJICHHE

Habmoaenns 0°, auametp 1,2 MM, pabouas anuHa 10 cM, inHa 140 cM, B cocTase:

- Oupockon — 1 wr.;
- UHeTpyKuma no 3xcrutyatauuy — 1 wr.

2.3. DHpoCKON XeCTKHH MHUHUATIOPHBIA U1 CHAIIHAOCKONHKH, HanpasleHHE

Habmonenusn 0°, nuametp 0,8 MM, pabouas anuna 9 cm, pnna 140 oM, B cocTase:
eTp p

- Dupockon — 1 wiT.;
1. - MHcTpyKuMs no 3KcrutyaTauuy — | wr.

- Endoscope - 1 pc.;

- Protective tube for endoscopes with working length 14-16 cm (if necessary) — 1

pc.;
- Instructions for use — 1 pc.

2. Endoscope rigid miniature for sialendoscopy, dimension types:

2.1. Endoscope rigid miniature for sialendoscopy, direction of view 0°, diameter

1,7 mm, working length 10 cm, length 140 cm, consists of:
- Endoscope - 1 pc.;
- Instructions for use — 1 pc.

2.2. Endoscope rigid miniature for sialendoscopy, direction of view 0°, diameter

1,2 mm, working length 10 cm, length 140 cm, consists of:
- Endoscope - 1 pc.;
- Instructions for use - 1 pc.

2.3. Endoscope rigid miniature for sialendoscopy, direction of view 0°, diameter

0,8 mm, working length 9 cm, length 140 cm, consists of:
- Endoscope - 1 pc.;

- Instructions for use — 1 pc.

1.

1.2. lepeuennp apTuky/oB H3geanit/REF list

I.  Jnaockon xKecTKHit MHHHATIOPHBLIH ISt CHAJIIHAOCKONHH:

I. _Endoscope rigid miniature for sialendoscopy, in variants:

HaumenoBanne REF Name REF

DHaockon XeCcTKUit MUHHMATIOPHBIA ANA CHAN3HAOCKONHH, C OTKJIIOHEHHBIM Endoscope rigid miniature for sialendoscopy, with deviated distal end,

JHUCTanbHBIM KOHLOM, HampaBieHue Habmoaenus 0°, amametrp 0,9 mm, | 11581A direction of view 0°, diameter 0,9 mm, working length 12 cm, length 100 | 11581A
paGouas anuHa 12 cm, vnHa 100 cMm cm

DHAOCKON XECTKHH MHHHATIOPHBbIA A CHANDHAOCKONNH, C OTKIOHEHHBIM Endoscope rigid miniature for sialendoscopy, with deviated distal end,

AMCTANbHBIM KOHLOM, HanpaBneHWe HabmioneHus 0°, anamerp 1,3 mm, | 11575A direction of view 0°, diameter 1,3 mm, working length 10 cm, length 100 | 11575A
pabouaa pnnna 10 cMm, annna 100 oM cm

IHAOCKON XKECTKMA MUHHATIOPHDLIR 11 CHANIHAOCKONHH, C OTKIOHEHHBIM Endoscope rigid miniature for sialendoscopy, with deviated distal end,

OUCTATbHBIM KOHLIOM, HanpaBneHue HaGnioaenna 0°, auvamerp 1,1 MM, | 11582A direction of view 0°, diameter 1,1 mm, working length 12 cm, length 100 | 11582A
pabouas miuHa 12 cMm, 1nusa 100 cM cm

DHAOCKON XKECTKHI MMHHUATIOPHBIH 118 CHAJIDHAOCKONHH, C OTKIOHEHHBIM Endoscope rigid miniature for sialendoscopy, with deviated distal end,

OUCTAIBLHBIM KOHLIOM, HampaBsneHue HaGmoaeuus 0°, auvamerp 0,7 mM, | 11576A direction of view 0°, diameter 0,7 mm, working length 16 cm, length 145 11576A
pabouas ninna 16 cM, wvHa 145 cm cm

DHAOCKON KECTKHA MHHHATIOPHBIA AN CHAIIHIAOCKONHKH, C OTKIOHEHHBIM Endoscope rigid miniature for sialendoscopy, with deviated distal end,

ONCTAIbHBIM KOHLUOM, HampaBieHHe HaGmoaenus 0°, aunamerp 1,6 MM, | 11583A direction of view 0°, diameter 1,6 mm, working length 12 cm, length 100 | 11583A
pabouas annHa 12 c™, annHa 100 cM cm

DHAOCKOMN KECTKHH MHHHATIOPHLIA ANA CHANIHAOCKOMHH, C OTKJIOHEHHBIM Endoscope rigid miniature for sialendoscopy, with deviated distal end,

IUCTANbLHBIM KOHLIOM, HanpaBneHue Habnioneuus 0°, auamerp ! mMm, paboyas | 11577A direction of view 0°, diameter 1 mm, working length 16 cm, length 147 11577A
IiHHa 16 oM, annHa 147 oM cm

DHAOCKON MXECTKUH MHHHATIOPHbIA A8 CHAIIHAOCKOMHH, Hanpasnenue | 11574A Endoscope rigid miniature for sialendoscopy, direction of view 0°, 11574A
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Rus Eng
nabmonenna 0°, auameTp 1,7 MM, paGouas anuua 10 cm, AtnHa 140 cM diameter 1,7 mm, working length 10 cm, length 140 cm
DHAOCKON KECTKHA MHMHHATIODHLIH JUIA CHANIHAOCKOMHM, HAMPABICHHE | ) cqs Epdoscope rigid miniatpre for sialendoscopy, direction of view 0°, 11573A
Habmonenus 0°, avametp 1,2 MM, pabouas winHa 10 oM, anuHa 140 cm diameter 1,1 mm, working length 10 cm, length 140 cm
DHAOCKON KECTKHH MMHHMATIODHBIA JUIA CHANIHAOCKOMHH, HAMPABNEHUE | ooy ) Endoscope rigid miniature for sialendoscopy, direction of view 0°, 115712A
nHabmonenns 0°, auamerp 0,8 mm, paGouas anuHa 9 oM, anuHa 140 cMm diameter 0,8 mm, working length 9 cm, length 140 cm

IT'uab3bl 331HTHLIE (NPH He06X0AHMOCTH): Protective tube (if necessary):
I'nnb3a 3amuTHas, 118 JHAOCKONOB ¢ paboueii anunoit 10-12 cm 11520P Protective tube for endoscopes with working length 10-12 ¢ 11520P
I'unb3a 3aliMTHas, 11 3HAOCKONOB ¢ paboueit wnHoil 14-16 cm 11510P Protective tube for endoscopes with working length 14-16 cm 11510P

1.3. Haznauenne/Intended use

MHHHaTIOpHbIE JHAOCKONbI NPEAHa3HAYEHBI [UIA BH3yanH3auuH NPH AMArHOCTHKE H
NeYeHHH POTOKOB CIIOHHLIX Kene3. DHAOCKONbI NpeAHa3Ha4Y€eHb! JUIA KPaTKOBPEMEHHOTO
MCNOJL30BAHKMA NIPH HHBA3HBHBIX BMELIATENLCTBAX YEPE3 ECTECTBEHHBIE WHIIH
XHPYPruueckue OTBEPCTHA B TeJie MaUMEeHTa.

Miniature endoscopes are intended for visualization in the diagnosis and treatment of the
salivary gland ducts. Endoscopes are intended for short-term use during invasive
interventions through natural and/or surgical openings in the patient's body.

1.4. Mokazauusn/Indications

MeanunHckue W3aCNUsA MOAXOAAT ans HCNONb30BaHHUA
MAIOHHBA3HBHBIX/IHAOCKONHYECKHUX UCCIICAOBAHUAX W JICHEHHSA B CHANIDHAOCKOIHH,
K nokasaHusaM OTHOCATCA:

* Cnanonurnas

* XpOHHUYECKHHA CHANAAECHHT

* [lopo3peHne Ha CTPHKTYPbl NPOTOKOB.

* BHyTpuMnpoTOKOBbLIE HHOPOJIHbIE TENA

* Panyna

» KcepocTomus

npH

Medical devices are suitable for use in minimally invasive/endoscopic examinations and
treatment in sialendoscopy.

Indications include:

» Sialolithiasis

* Chronic sialadenitis

* Suspicion of ductal strictures.

« Intraductal foreign bodies

* Ranula

* Xerostomia

1.5. lIpotusonokazanun/Contraindications

Hcnons30BaHHE MHHHATIOPHBIX JHAOCKOIOB L1 CHAT3HAOCKONHH NPOTHBOMOKA3aHO, ECIIH
M0 MHEHHIO NeYaLIero Bpaya XMpypruyeckuii MeToll NPOTHBONOKA3aH Wik eciu obwiee
COCTOSIHHE NALHEHTa He MOAXOAMT AUIA ONEepaLlH HiH aHECTE3HH.

CHaNIHAOCKOTb HEJib34 HCMO;1b30BaTh B ONEPALIUAX ¢ HEMOCPEACTBEHHBIM KOHTAKTOM C
LIHC (ueHTpansHo#t HEpBHOM CHCTEMOI) M LUEHTPANbHON CEPAEHHO-COCY ANCTON CHCTEMOH.
KpoMme Toro, HMe1oT MECTO CJIEAYIOMIHE NPOTHBONOKA3aHHA:

* OcTpoe BOCNaEHHE CIIIOHHBIX Keje3.

* Pezexuus OKONOYLIHBIX H MOAYENIOCTHBIX Xenel

* HapyiueHus cBepThIBa€MOCTH KPOBH

Kpome Toro, 3anpeiuaeTcs HCnosb30BaTh SHAOCKONbI BO BpeMs pa3pana aepubpunnsaropa.
Y6epHTe Bce IHAOCKONHYECKHE NPHGOPBI H HHCTPYMEHTbI M3 ONEPaUHOHHOrO TOS.

The use of miniature endoscopes for sialendoscopy is contraindicated if, in the opinion of
the attending physician, the surgical method is contraindicated or if the patient's general
condition is not suitable for surgery or anesthesia.

Sialendoscopes cannot be used in operations with direct contact with the central nervous
system (CNS) and the central cardiovascular system.

In addition, the following contraindications apply:

« Acute inflammation of the salivary glands.

« Resection of the parotid and submandibular glands

* Bleeding disorders

In addition, do not use endoscopes while the defibrillator is discharging. Remove all
endoscopic devices and instruments from the surgical field.

1.6. M3BecTHbie H npeacKalyeMbie PHCKH, N0604HbIE 3pdexThl u ocnoxHenus npn npumenesnn MH\Known and foreseeable risks, side effects and complications associated

with the use of MD

HexenaTenbHbie ABIEHUS, CBA3aHHbIE HENMOCPEACTBEHHO C MHHHATIOPHLIMH 3HAOCKOMAMH
U1l CHANIHAOCKOTHH, HE BHIABJIEHBI.
OcTaTouHble PUCKKH/NO60UHbIE I(GEKTH, CBAZAHHBIE C METOJAMH:

No adverse events specifically associated with miniature endoscopes for sialendoscopy
have been identified.
Residual risks / side-effects associated with the methods:
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1. N3penve/rpynna n3genwi

B KNMHMYECKOW NnTepaType No CManeHioCKonuy coobLanoch 0 CeAyoLnX 0CTaTOYHbIX
No60YHbIX 3hheKTax, KOTOPble MOTYT ObITb CBSA3aHbI C MPUMEHEHNEM U3AENNIA:

* 60/1b 1 guckomgopT

* HEW3B/IEYEHHBIA (hparMeHT yCTpoiicTBa

* OCTPbIA BPbDKEEYHBIA M3rMb

* KpoBOTEUEHME

* MOBPEX/eHMe TKaHeil (pa3pblB NPOTOKa, Nepgopayns/TpaBmMa NPoToKa, paHyna)
* NOBPEeXJeHNe NPOTOKOB, HeobpaTUMoe

* MOBPEXJeHWe HEPBHOM TKaHW (MOBPeXAeHMe HepBa, NapecTesns Hepsa)

* VH(eKUns (OCTpbI NapoTmT)

* CTeHO3 (NanunAspHbIA) U CTPUKTYpa

* YaCTMYHaA TpaBMa A3bI4HOr0 HepBa

* C/IIOHHBIN cBULL,

2. MeTop

B KNMHWYeCKoW nnTepaType Npy craneHA0CKoNuM coobLLanoch 0 CefyoLmx 0CTaToOuHbIX
no604YHbIX a(heKTax:

VHTpaonepawLmoHHO:

* CO3JaH NIOXHbIV NPOXOA

* UHTY6aLMs Ans obecneveHns NPoXogUMOCTU fbIXaTeNlbHbIX MyTei

Mocne onepauuun:

CUMNTOMAaTUYECKN:

- OTeK (>kenes, fjHa NONOCTY pPTa) U NPUMYXNOCTb

* TOLWIHOTA

* 60/b

* peunans

* cuanouene

* OHEMEHME A3blKa

1.7. OnucaHne 0CHOBHbIX (DYHKLMOHa/MIbHbIX 3/1eMEHTOB W COCTaBHbIX 4acTein (y3noB) mMeaumuuHckoro msgenusa \Key Functional Elements and Components (Units)

Description

Eng

1 Product/ product group

The following residual side effects have been reported in clinical literature for
sialendoscopy and can be associated with the application of the products:

* pain and discomfort

* unretrieved device fragment

* acute mesenteric bend

* bleeding

« tissue injury (ductal tear, ductal perforation/injury, raniila)

* ductal damage, irreparable

* nerve tissue injury (nerve damage, nerve paresthesia)

« infection (acute parotitis)

« stenosis (papillary) and stricture

« partial transaction of lingual nerve

e salivary fistula

2. Method

The following residual side effects have been reported in clinical literature for
sialendoscopy:

Intra-operatively:

« false passage created

« intubation for airway management

Post-operatively:

Symptomatically:

» edema (gland, oral floor) and swelling

* nausea

* pain

* recurrence

* sialocele

* tongue numbness

DHAOCKON XXECTKNIA MUHNATIOPHBINA 418 CMan3HAOCKOMMK, C OTK/IOHEHHbIM AucTanbHbIM KoHLoM/ Endoscope rigid miniature for sialendoscopy, with deviated distal end (11581A,
11575A, 11582A, 11583A)
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DHA0CKOM XXECTKNI MUHWATIOPHbIA ANS CUan3HLOCKONUU, C OTKNIOHEHHbIM AnUcTanbHbiM KoHLoM/ Endoscope rigid miniature for sialendoscopy, with deviated distal end (11576A,
11577A)

JHAOCKOM XXECTKNA MUHNATIOPHbIA Ansa cnanaHgockonuu/ Endoscope rigid miniature for sialendoscopy (11574A, 11573A, M572A)

'mnb3a 3awumTHan / Protective tube
1.8. OCHOBHbIe TeEXHUYECKNE U DYHKLMNOHAIbHbIe XapakTepucTukn/Mart technical and functional characteristics
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O6bLee cxemaTnyHOe n3obpaxkeHne nsgennii / General schematic representation of products (11581A, 11575A, 11582A, 11583A, 11574A, 11573A, 11572A)

Ne

Homep no
KaTtanory

REF

11581A

11575A
11582A

O6Luee cxemaTnyHoe n3obpaxeHue nspenuii / General schematic representation of products (11576A, 11577A)

O6uasn
ANnHa
(A), MM

Total
length
(A), mm

1000

1000
1000
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Onnua
paboueit
yacTtu (B),
MM
Working
length (B),
mm

120

120
120

HapyXHbl i
nnametp
(©), mm

Quter
diameter
(C), mm

0,9

13
11

BHyTpeHHUIA
anameTp
NPOMbIBOYHOTO
kaHana (D)
Inner diameter
of rinsing
channel (D)

0,26

0,26
0,20

10

BHyTpeHHWIA
anameTp
pabouyero
KaHana (E)

Inner diameter
of working
channel (E)

OTcytcTByeT/No

0,60
0,42

Yron
HanpaB/ieHUs
HabnaeHns

Direction of
view

Oo
Oo
00

Mone LiseToBoe
0630pa  0603HaveHune

F'e.ld Color code
of view
750 3eneHblin/
Green
750 3eneHbliin/
Green
75° 3eneHblit/

Macca,
r

Weight

180

185
180
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Green
4) 11583A 1000 120 1,6 0,26 0,82 0° 750 3eneHblin/ 180
Green
5) 11576A 1470 162 0,7 OTcyTtcTByeT/NO OTcytcTByeT/NO 0° 63° 3eé11::ebr: n/ 180
6)  11577A 1470 162 1,0 OtcyTcteyeT/No  OTcyTcTayeT/No 0° 70° 332?:;'1”/ 180
7 11574A 1400 100 1,7 0,26 0,85 0° 750 3e£$:ebr: i/ 185
8) 11573A 1400 100 1,2 0,26 0,45 0° 75° 3eneHsblin/ 185
9) 11572A 1400 90 0,9 0,26 OTcytcTByeT/NO 0° 75° Green 185

[na Bcex BapmaHToB ucnonHeHua/For all variants:
BHYTpeHHUIA nonepeyHblli pasMep MHCTPYMeHTanbHOro (6moncuitHoro
KaHana), mm/
Internal size of the instrumental (biopsy channel), mm

VIHCTpyMeHTa/IbHbIV KaHan oTcyTcTByeT/
No instrumental channel

BHeLWHWA gnameTp HarnasHuka, Mm/ 3

Outer eyepiece diameter, mm

BHYTpeHHUIA gnaMeTp HarnasHuka, Mm/ 25

Inner eyepiece diameter, mm

PacueTHoe pabouee paccTosiHue, Mm/

Estimated working distance, mm 55

UnuctoTa nons 3peHuns/ Mpy ocMOTpPe NOJS 3pEHUS 3HAOCKOMNOB U TyN TYOYCHbIX 3HAOCKOMOB B MPOXOASLLEM CBETE HE JO/MKHbI
Field of view purity ObITb BUAHbI 3arpA3HeHus, NATHA, LapanuHbl, HaNeTbl, CBUAN U AbIMbl, MellatoLne HabnogeHuo/ When

examining the field of view of endoscopes and loupes of tube endoscopes in transmitted light, no
contamination, stains, scratches, raids, streaks and fumes that interfere with observation should be visible.
YrnoBoit gnanasoH (yron nsrméa guctanbHoro Kodua), °/

Angular range (bend angle of the distal end), ° Henpumetmol Not applicable

epMeTUYHOCTb 3HAOCKONOB 1 3 n/mnn nx yacrein KOHCTPYKUMSA 3HAOCKONOB A0/MKHA ObITh repMeTUYHON ANns 06ecneyveHns NPoBeAeHNs Ae3nHpeKLnK,
Tightness of endoscopes and EC and/or their parts OYMCTKU 1 CTEpPUNN3aLNN

CpepfHss HapaboTKa Ha 0TKa3, Luukn/

MTBF, cycle Cwm. rnasy 13/ See chapter 13

CpepHuii cpok cnyxobl, rogbl/

Average service life, years

CpefiHee BpeMs BOCCTaHOBNEHMA paboTOCNOCOBHOr0 COCTOAHUSA, Yachl/
Average recovery time, hours

CpoK coxpaHsiemocTu, rogbl/

Shelflife, years

YCTOWUMBOCTb K BO3AEACTBMIO NP aKcnyaTauun/ Resistance to
impact during operation

MpOYHOCTb K BO3AENCTBUIO KNMMATUUYECKMX (HaKTOPOB Mpu
TpaHCNoOpTMpPOBKe M XpaHeHuK/ Resistance to climatic factors during

Cwm. rnaBy 13/ See chapter 13

He 6onee 4 4/ No more than 4 hours

He meHee 5 neT/ At least 5 years

YcToiumnso/ Resistant

YcToiiumeo, cum. rnasy 7/ Resistant, See chapter 7
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transportation and storage

YCTOWUYMBOCTb K BMONOrMYECKON cpeae opraHn3ma YenoBeka/
Resistance to the biological environment of the human body
MpoYHOCTb K CpeAcTBaM cTepunusauuu v fesnHpekummn/ Resistance to  Yctoitumso, OM rnasbl 10, 11, a Takxke MpunoxeHue 2/

YcToitumneo, OM rnasy 3.4.2/ Resistant, see chapter 3.4.2

sterilization and disinfection agents Resistant, see chapters 10, 11 and Appendix 2
YCTONUMBOCTb K BO3JEACTBUIO MeXaHUYECKMX (hakTOpOB Mpu Tpe6oBaHMA YCTONUMBOCTW K BO3LECTBUIO KMMATUYECKMX N MEXaHUYECKUX (DaKTOPOB, BO3HUKAOLLIMX
akcnnyatauum/ Resistance to mechanical factors during operation npy aKcnayaTauum, JO/MKHbI COOTBETCTBOBATL TpeboBaHmsam TOCT 20790/FTOCT P 50444/

The resistance requirements for the effects of climatic and mechanical factors arising during transportation
must comply with the requirements of GOST 20790 / GOST R 50444,

MMpo4HOCTb K BO3A9'7|CTBW_0 MeXaHN4eCcKnX FpaKTOPOB npu- Tpe6oBaHMS MPOYHOCTU K BO3AEUCTBMIO KNMMATUYECKMX 1 MEXAHWUYECKUX (haKTOPOB, BO3HUKAIOLLMX MpU
TpaHcnopTuposaun/ Resistance to mechanical factors during TPaHCMOPTMPOBAHIN, JOMKHbI COOTBETCTBOBATL TpeGoBaHusiM MTOCT 20790/FOCT P 50444/
transportation The resistance requirements for the effects of climatic and mechanical factors arising during transportation

must comply with the requirements of GOST 20790 / GOST R 50444.

B A

rmnb3a 3awuTHasa, 4na saHgockonos / Protective tube for endoscopes

Homep no katanory Pa6ouas gnuHa (A), MM Hapy>xHeblin gnameTp (B), MM Macca, 1

REF Working length (A), mm Outer diameter (B), mm Weight, g
11520P 111 3 7
11510P 211 3 10

[Jonycku coctaenatoT + 10% / Tolerances are +10%

1.9. Knaccupukauna MH/Device classification
Classification

Knacc B 3aBUCMMOCTM OT

MOTEHLANLHOTO pucka 2a Class of potential risk for medical device lla
NPUMEHEHNS MELULMHCKOTO
n3genns
KpaTHOCTb NpUMeHeHNs 13aenne MHOrOKpPaTHOTO MPUMeHeHNs Multiplicity of applications Reusable
CTepunbHOCTL HecTepunbHoe, cTepunmnsyemoe Sterility Non-sterile, sterilizable
Knaccudmkauus no su .
(uiay Ay KoHTaKTupytoLee ¢ MArKUMU TKaHAMMA Contact Tissue
KOHTaKTa C OpraHu3MoM Ye/ioBeKa
Knaccudmkaums msgenuii no Kateropusi A - n3genns KpaTKOBPEMEHHOIO .
Contact Duration Less than or equal to 24 hours
NPOAO/HKUTENIbHOCTM KOHTaKTa KOHTaKTa (He 6osee 24 4yacos) q
12
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INpuroaHocTh 1A IKCNTyaTaUHH
B CPEAE C MOBbILICHHbIM
CoiEpXaHHUEM KHCIOpPOAa

He npuroasxo

'pynna B 3aBHCHMOCTH OT pynna 2
BOCMNPHHHMAEMBIX MEXAHHYECKHUX
BO3ACHCTBHH B COOTBETCTBHH C

"'OCT 50444

CreneHb 3alLHUTLI OT IPXX

IIPOHHKHOBECHHA BJIard H NblAH

Suitable for oxygenated environments Not suitable
Group depending on the perceived Group 2
mechanical influences in accordance with

GOST 50444

Degree of protection against penetration of IPXX
moisture and dust

Knaccnpukauna cornacio MIK 60601-1-2010 npu paGore ¢ COBMECTHMbLIM
nexTpoobopynosannem (BuaeocucTeMbl KOMNAaKTHbIE JHAOCKONHYECKHE, IOJIOBKH
BHAEOKAMEPbI, JHAOCKONHYECKHE HCTOUHHKH CBETa):

Classification according to IEC 60601-1-2010 when working with compatible
electrical equipment (Compact endoscopic video systems, video camera heads,
endoscopic light sources):

Tun BF np# ncnonb3oBaHHH B COCTaBE MEAHLMHCKOH INEKTPHYECKOH
CHCTEMbBI € COBMECTHMbIM  o0opynoBaHHEM,  MMEIOLIMM
COOTBETCTBYIOLLYIO MAapPKHPOBKY BO3JIE pa3hbeMOB NMHTAHMA W/WAH Ha
ITUKETKE.

Pa6ouas uacth

BF type when used as part of a medical electrical system with
compatible equipment that is labeled near the power connectors
and/or on primary label.

Applied part

2. UucTpykuun no 6esonacHoctu/Safety instructions

2.1. Cumsoas! 4 Hupopmauus o6 onacHocTH/Symbols and hazard information

BHuMaTenbHO NPOYTHTE JAHHYIO HHCTPYKLMIO 110 IKCIUTyaTaluH 1 cTporo cobmoaaiite
yxa3sanua. Cnosa «Ilpeaynpexaetne», «Bunmanue» U «Ykazanue» UMeIOT CneLHanbHoe
Ha3HaueHue. ['ie Gbl OHH He BCTpeuanuch B HHCTPYKLHH NO 3KCILUTyaTalMH, CleayeT
BHHMATE/IbLHO NPOYUTATh CAERYIOLIHHA 32 HUMH TeKCT, 4T06bI 0GecneunTs Ge3onacHyio n
3(peKTHBHYIO IKCILUTYaTaLHIO HIAETHA.

NPEAYNPEXJAEHHE. «[Ipeaynpexaerne» oGpaliact BHHMaHHE Ha CYLLECTBYIOLLYIO
OMacHOCTb AL1A NauHeHTa Wiu Bpaya. Hecobnioaenne npedynpexneHns MoXeT NPHBECTH K
TPaBMHPOBAHHIO NALMEHTa WM Bpaya.

BHHUMAHME. «Bunmanue» obpaiaer BHHMaHHe Ha HEOOXOAUMOCTb NPOBEAEHHA
OnpeaesieHHbIX MEPOTIPHATHIA N0 TEX00CTyKMBAHHIO HIIH NPHHATHA Mep Mo obecneuenuio
6e30nacHOCTH, YTOObI NIPEeAOTBPATHTH NOBPEXACHHE H3ACAMA.

YKA3AHHUE. «Yka3zaHHe» COAEPXKHT cneuHanbHyio HHPopMaumio no o6cmyuBaHuio
M3JIE/IUSA WIH Pa3bACHAET BaXHYI0 HHGopMaLHIO.

Please read this manual carefully and follow its instructions exactly. The words
WARNING, CAUTION and NOTE convey special meanings. Wherever they are used
in this manual, the following text should be carefully reviewed

to ensure the safe and effective use of this instrument.

WARNING: A Waming indicates that the personal safety of the patient or personnel
may be endangered. Failure to observe

a Warning could result in injury to the patient or personnel.

CAUTION: A Caution indicates that particular procedures or precautions must be
followed to avoid possible damage to the instrument set.

NOTE: A Noté indicates special information regarding operation or clarifies important
information.

2.2. Uncrpyxuuu no Texuuke 6ezonacioct/Safety instructions

Cepbe3tibie HHIHACHTDI

CornacHo Tlonoxenuio o MeauuuHckux usgenuax (MDR), «cepbesHbiii HHUMAEHT»
BKJIIOYAET WHUMUICHTbI, KOTOPbIE NPAMO WM KOCBEHHO MMENH WIH MOTJIH UMETh Noboe u3
cneayownx nocaeacrsuit (MDR, cTatbs 2, Ne 65):

- CwmepTb nauneHTa, N0ONbL3IOBATENA HIH APYTOro YEN0BEKa

- BpemeHHOE MNM NMOCTOAHHOE CEPbE3HOE YXYAILIEHHE COCTOSAHMSA 3R0POBbA MALMEHTA,
1n0/1b30BaTe/IA HAK APYrOro Y€aoBeKa

- Cepbe3Has yrpo3a o61ecTBEHHOMY 310pOBbIO

060  Bcex CEpbC3HbIX HHUMACHTAX HeoOXoaAuMo YBEAOMJIATb  NMPOH3BOAUTECIIA H

Serious incidents

According to the Medical Device Regulation (MDR), a “serious incident” includes
incidents that directly or indirectly had, could have had, or could have any of the following
consequences (MDR, Art. 2, No. 65):

— Death of a patient, user, or another person

— Temporary or permanent serious deterioration in the medical condition of a patient, user,
or another person

— A serious threat to public health

The manufacturer and appropriate authority must be notified of all serious incidents.
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COOTBETCTBYHOLLME OpraHsbl.

MoBpeXxaeHHble U3genus

MoBpeXAeHHbIE W3AENUs MOTyT MNPUBECTU K TpaBMam MalWeHTOB, MNOAb30BaTenein um
TpeTbux nuy. Mepes KaxAblM MCNOMb30BaHWEM MPOBEPATE BCE KOMMOHEHTbI M34enns Ha
npeAMeT NOBPEXAEHUIA. He MCnonb3yilTe NoBpeXeHHbIe N3genus.

MpaBunbHOe obpaLwieHne

HenpaBunbHoe o6palleHre €  UM3envMeM MOXET MpUBECTM K TpaBMam MauWeHToB,
nonb3oBatesiel U TpeTbuX nuy. PaboTaTb C HUM MOryT TOMbLKO nuua, obnajatouive
Heo6X0AMMON MeANLMHCKOW KBanuduKauunein n 3HaKoOMble ¢ NPUMeHeHUeM u3genus. Mepeg
MCnonb3oBaHueM ybeamTech, UTO U3Lenve NOoAXOAMT ANs AaHHON npouedypbl. [posepsiiTe
nsgenve 40 1 NOC/e Kaxoro UCnosnb30BaHUa Ha:

- LlenocTtHoCTb

- Hannume noBpexgeHuii

- N3meHeHnsa noBepxHoOCTU

- MpaBunbHas cbopka KOMMNNEKTYHOLMX

- ®YHKUNOHANLHOCTb

He ocTaBnsiTe BHYTPW NauueHTa C/IOMaHHble JeTanw.

He noggepraiite nsgenne MexaHU4ecKoi Harpyske.

He Bbirnbaiite NOrHyTbie N3AeNMsA 06paTHO B UCXOLHOE MOMOXEHNE.

Pa6oTa B nose 3peHus

Vcnonb3oBaHve u3Lenvsi BHE MOAA 3pEHUS MOXeT MPUBECTU K MOBPEXAEHUIO TKaHel uau
NOBPEXAEHNIO n3aenuns.

Wcnonb3yitTe usgenune ToNbKO B MOME 3pEHUS.

BonesHb KpeliTutenbgra-Akoba

M3genus, KoTopble BCTYMatOT B KOHTAKT C LEHTpasbHOW HEpBHOIM CUCTEMOW, MOryT 6biTb
3arpsisHeHbl OpraHM4ecKMMU OCTaTKamy, COAepXallMMW MpUOHbL. TPUOHBI NPUBOAAT K
3apakeHunto 6onesHbto KpeiTudenbara-dkoba. Ecnu gnarHocTupoBaHa UnmM NoAo3peBaeTcs
6onesHb KpenTygenbga-Akoba: yTUAM3MpyinTe NPOAYKT Hagnexawum o6pasom M He
npoAo/MKaiiTe ero NCNo/b3oBaThb.

HecTepunbHbIli NPOAYKT

W3penve nocTaBnsieTcs HECTEPUIbHLIM. VICMONb30BaHME HECTEPWUbHBIX M3aenuii cosgaet
PUCK 3apakKeHus Ans MauueHTOB, nonb3oBaTeneld u TpeTbux nul. O6paboTaiiTe Usgenve B
COOTBETCTBUM C MHCTPYKLMSIMI MO NMOBTOPHOK 06paGoTKe nepes nepsbIM UCMOb30BaHUEM U
NPy KaXKZ4oM NocieayoLwemM UCrosnb30BaHuMm,

PaccesAHne 3n10Ka4YeCTBEHHbIX K/ETOK
B cnyvae CyLlecTBYIOLWMX 3/10KAYECTBEHHbIX 3a60/€BaHWUA TKaHW, B KOTOPYHO BBOAUTCS
MeAULMHCKOE W3fenne, CYLLecTBYeT BEPOSTHOCTb Nposudepauum Knetok BO Bpems

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Eng

Damaged products
Damaged products can result in injury to patients, users, or third parties. Before each use,
check all components of the product for damage. Do not use damaged products.

Correct handling

If the product is not handled correctly, patients, users, and third parties may be injured.
Only persons with the necessary medical qualification and who are acquainted with the
application of the product may work with it. Check that the product is suitable for the
procedure prior to use. Check the product for the following points before and after every
use:

- Completeness

- Damage

- Changes to the surface

- Correct assembly of the components

- Functionality

Do not leave broken-off components inside the patient.

Do not overload the product with mechanical stress.

Do not bend bent products back to their original position.

Working in the field of vision

Using the product outside the field of vision can cause injury to tissue or can damage the
product.

Only use the product in the field of vision.

Creutzfeldt-Jakob disease

Products that come into contact with the central nervous system can become contaminated
by organic residue containing prions. Prions lead to infection with Creutzfeldt-Jakob
disease. If Creutzfeld-Jakob disease has been diagnosed or is suspected: Dispose of the
product properly and do not continue to use it.

Unsterile product

The product is not sterile when delivered. The use of non-sterile products poses a risk of
infection for patients, users, and third parties. Reprocess the product in line with the
reprocessing instructions before initial use and every subsequent use.

Scattering of malignant cells

In the case of existing malignant diseases of the target tissue, there is the possibility of cell
proliferation during the procedure. Explain the possible risks of cell proliferation in occult
malignant diseases.

In case of suspected or confirmed malignant diseases ofthe target tissue, thoroughly weigh
up the risk-benefit ratio. The decision «for» or «against» the intervention is the
responsibility of the attending physician with the informed consent of the patient.
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npoueaypbl. OOBACHUTE BO3MOXHbIE PUCKWU KNETOYHON nponudepauun npu CKPbITbIX
3/10Ka4eCTBEHHbIX 3a60/1€BaHUAX.

B cnyyae noaospeHus WM NOATBEPXKAEHUS 3M10KAYeCTBEHHbIX 3ab0feBaHW  TKaHU
TWATe/IbHO B3BECbTE COOTHOLUEHME pPUCKA W MOMb3bl. PelleHne «3a» WM «npoTuB»
BMeLLaTe/IbCTBa ABNSETCA 0043aHHOCTLIO flevallero Bpava ¢ MHHOPMUPOBAHHOIO corfacus

nawmeHTa.
2.3. MoTeHynanbHbIN NoTpebuTens/Potential consumer

MeguunHcKre n3genus MoryT KCrosb3oBaTbCs TO/IbKO Bpayamu, UMeoLwmnmMm Medical devices may only be used by physicians who have a corresponding specialized

COOTBETCTBYHLLYHO Cheumnannsaymio 1 NpoLeawnMm NHCTPYKTaXK MO UCMO/b30BaHNIO qualification and who have been instructed in use of these medical devices.

JaHHbIX MeJULMHCKUX U3Lennid.
2.4. Ycnosusa npumeHeHunsa/Usage conditions

MeanumHCKMe n3genus, BkIoYas NogknoyYeHHoe 060pyL0BaHME, MOXET UCMNO/b30BaTbCA Medical devices including the equipment connected may only be used in medical rooms
TO/IbKO B MeMLIMHCKUX KabuHeTax, B KOTOPbIX YCTaHOB/IEHO 3/IeKTpuyeckoe obopyaosaHue  in which the electrical equipment has been installed in accordance with applicable
B COOTBETCTBUWN C NPUMEHUMbIMU HaLMOHA/IbHBIMU NpaBuiaMun 1 ctaHgapTamu. national regulations and standards.
2.5. CBefieHNA 0 NeKapCcTBeHHbIX CPeACTBAX BXOAALULMX B cocTaB MegnumHckoro msgenus/information about the medicines included in the medical device
He npyvmMeHnMO Not applicable
2.6. CBefeHNs 0 maTepuanax XnUBoTHoro/yenosedeckoro npoucxoxgeHuma/information about materials of animal/human origin
He npumeHnMo Not applicable

3. O6paweHune ¢ nsgenmem/Handling
3.1. PacnakoBka/ Unpacking

1 AKKypaTHO U3BNEKUTE n3fenne 1 akceccyapbl 13 ynakoBKU. 1. Carefully remove the product and accessories from the packaging.

2. MpoBepbTe NOCTaBKY Ha NpeaMeT HeLOCTaloLWMX NPeaMeTOB U MPU3HAKOB MOBPEXAeHUA 2. Check the delivery for missing items and evidence of shipping damage.

npu TPaHCNOPTUPOBKE. 3. In the case of damage, hidden defects, and short deliveries, document their nature and
3. B cnyyae NOBpeXAeHWi, CKpbITbIX Ae(hEeKTOB M HEJ0MOCTaBOK 3a0KYMEHTUPYINTE UX extent and contact the manufacturer or supplier immediately.

XapakTep U 06beM M HEMEAIEHHO CBSXXMTECH C NPON3BOAUTENEM WM MOCTABLUMKOM,
3.2. YcnoBua TpaHCNOPTUPOBKMK U xpaHeHuA/Storage and transportation conditions

Temneparypa -20°C ... +60°C Temperature -20°C ...+60°C

gong/i(V;Teanaﬂ BNXKHOCTbL 10% ... 90% R(-alative humidity 10% ... 90%

[JaBneHve Bo3gyxa 700... 1060 rMa Alr pressure 700 ... 1060 hPa
3.3. Ycnosusa dkcnnyataymn/Operating conditions

Temnepatypa +10°C ... +40°C Temperature -10°C...+40 °C

(BDOT;LC;/(;V;Te“bHaﬂ B/I&XHOCTb 30% ... 70% R?Iative humidity 30% ... 70%

[asneHve Bo3fyxa 700... 1060 rMa Alr pressure 700 ... 1060 hPa

o The working part of the medical device is used in the internal environment of the body.
Paboyas 4yacTb M3genus npefjHasHayeHa 41 UCNONb30BaHWS BO BHYTpPEHHel cpefe

opraHusma.
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3.4. Cpok rogHoctu/cpok skcnnyatayumn/Shelf life/Service life
UTo6bl pacno3HaTb BO3MOXHbIA WM3HOC MaTepuana, Heo6XO0AMMO BbINOAHWUTL CReayoLue
(hYHKLMOHA/IbHbIE NPOBEPKM:

1. TpoBepuTb MOBEPXHOCTb 3HAOCKOMA Ha OTCYTCTBME MEXaHWMYECKUX MOBPEXAEHUA 1
N3MEHEHWIA.

2. TpoBepuTb NpPaBWUILHOCTb  MOCAAKW  NPUCOEAMHEHHbIX
HeobXoAMMOCTY 3aUKCUPOBATL pasbeM A5 OUUCTKU.

3. MpoBepnTb, NepefaeTca M N306paxeHue.

4. IpoBepuTb, NMepeaaeTcs ik CBeT.

MpurogHoCTb WM3Aenns B 3HAYMTENbHOW CTeneHW onpefenseTcs No 3KchayaTalMoHHOMY
M3HOCY, HalMuui0 W XapaKTepy BO3MOXHbIX MOBPEXAEHWUI 1 3aBUCUT OT BblibOpa MeTOA0B
06paboTKM U XMMUYECKUX CPeacTB. OxXuniaemas cpeaHsas HapaboTka Ha oTkas - 1000 LMKoB.
Oxunaaemblil CpoK cnyx6bl - 5 net

3.5. Wcnonb3osaHue/Application
MPEAYMNPEXOEHWE. V3genvsa nocTaBnaoTCA HECTEPUIbHBIMK, MO3TOMY KX
Heob6X04MMO ouMLLaTh, Ae3UH(NLMPOBaTb U CTepUIN30BaTb Nepes nepsbiM
NCNONb30BAHWEM Y KaX[bIM NOCNEAYIOLWMM NOBTOPHbLIM MUCMNO/b30BAHNEM.

3.6.
Bugeocuctembl KOMMNaKTHbIE 3HAO0CKONMYECKME (CUCTEMBI YNpaBneHna/nonyyeHuns
BMAEOM3006paXKeHNn Ansa 3HAOCKOMA), coyeTarollee B cebe 610K ynpaB/ieHNs Kamepoil,
MCTOYHUK CBETa, MOHUTOP), NOACOEAMHAEMbIe MPU NMOMOLLU CBETOBOAR;

KOMMOHEHTOB U  Npun

LonycTMMO MCMONb30BaHUE NO6LIX KOMMAKTHbLIX BUAEOCUMCTEM 3HAOCKOMMNYECKMX,
3aperncTpUpoBaHHbIX B YCTAHOBNEHHOM MOPSAKE Ha TeppuTopun PO,

on0BKa BUeOKamMepbl (BUAeoKaMepa 3HA0CKOMA) ¢ My(Toii uKcauum oKynspHoi
ONTUKU:

Jonyctumo ncnonb3oBaHme NHOObIX FON0BOK BUAeOKaMepbl ¢ MypTOi (rKcaumm
OKYNAIPHOI ONTUKW, 3apErncTpUpPOBaHHbIX B YCTAHOBMEHHOM NOPSAKE Ha Tepputopumn Pd.

JHJOCKONUYeCKNe NCTOYHUKN cBeTa (MCTOYHUKWN OCBELEeHNA 418 3HLOCKONA),
noacoeanHAemMble NpyM NOMOLLM CBETOBOAOB:

Iﬂ,OI’lyCTI/IMO MCMNOMb30BaHNe NHO6bLIX 3HA0CKOMNYeCKMX NCTOYHNUKOB CBETa,
3apPeErncTpmpoBaHHbIX B YCTaHOB/IEHHOM NOpsAAKe Ha TeEppUTopun PO®.

CBeToBO/bI:
Ecnu cBeTOBOA M 3HAOCKON MapKMpoBaHbl CMMBOMaMM (CM. Tabauuy), To NoAxoasLas
KOM6MHaLUMS AOMKHA ONpeaensTbCs B COOTBETCTBMU C 3TUMK CUMBOIAMU.

[unameTp cBeToBOA [vnameTp aHgocKona
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In order to recognize possible material wear, the following functional checks must be
carried out:

1. Check the endoscope surface for mechanical damage and changes.

2. Check that the connected components are seated correctly and, if necessary, secure the
connector for cleaning.

3. Check if the image is being transmitted.

4. Check if light is transmitted.

The suitability of a product is largely determined by operational wear, the presence and
nature of possible damage and depends on the choice of processing methods and
chemicals. Average mean time between failures (MTBF) - 1000 cycles.

Expected service life - 5 years

WARNING: Devices are not sterile when delivered and must therefore be cleaned,
disinfected and sterilized prior to initial use and each subsequent reuse.

MpuHagnexxHocTu, NpeayCcMOTPeHHbIe A41F UCNOob30BaHMs BMeCTe ¢ n3genmem/Accessories to be used in combination with the device

Compact endoscopic video systems (systems for control/getting video images for an
endoscope), combining a camera control unit, a light source, a monitor), connected
using a light cable:

It is allowed to use any compact endoscopic video systems registered in accordance with
the established procedure on the territory of the Russian Federation.

Video camera head (endoscope video camera) with eyepiece optics fixation clutch:

It is allowed to use any video camera heads with an eyepiece fixation clutch, registered in
accordance with the established procedure on the territory of the Russian Federation.

Endoscopic light sources (light sources for the endoscope), connected using light
cables:

It is allowed to use any endoscopic light sources registered in accordance with the
established procedure on the territory of the Russian Federation.

Light cables:
If there is an identification symbol on the light cable and the endoscope (see table),

Light cable diameter Telescope diameter

4.8-5.0 mm 6.6 - 12.0 mm

16
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4.8 -5.0 MM @ 6.6 - 12.0 MM @ 3.0-35 mm (iQ) 3.0-65mm
3.0-3.5 MM 3.0-65 MM 2.0-2.5 mm 0.8-2.9 mm
2.0-25 mm 0.8 »2.9 mm

4, MoHTax / Assembly

Mepeg NpUMeHeHVeM He06X0AMMO Y6eauTbCS B OTCTYCTBUM BHELLHWX MPOBPEXAEHUI U Before use, external damage and problems with usage must be excluded. Look through
npobiem, KacatoLuxcsa aKcnyarauun. MocMoTpuTe CKBO3L OKYNAP U y6eanTens B TOM 4T0  the eyepiece and make sure that you see a clear image. The raster should be easily
nepefasaeMoe M300paxKeHune ABNAETCA YETKUM. PacTp A0/KeH ObITb OTUYETINBO BUJEH. recognizable. If the image is not clear but cloudy, clean the eyepiece and lens with a
Ecnn n3obpaxeHne He YeTKOE, @ MyTHOE, O4YNCTUTE OKYNAp U 0OBAKTVUB BaTHON NaslouKOM, cotton-tipped applicator soaked in alcohol (sterile conditions!)

CMOYEHHO cnmpToM (CTepunbHble ycnosus!)

17
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MofckNounTe COBMECTVMOE 060pYj0BaHMeE: Connect compatible devices:
CBeTOBO/ K afantepy Ans NoAsoja cBeTa. BKoUMTe COOTBETCTBYHOLLME YCTPOKCTBA Fiberoptic light cable on the light inlet piece. Switch in the respective supply units. The
nuTaHus. CnegyeT cobn04aTh UHCTPYKLMM MO 3KCNyaTaLumu YCTPONCTB NUTaHNs! instruction manuals of the upply units must be observed.
Vicnonb3oBaHWe UHCTPYMEHTOB Instrumentation
Mon Heo6X0AMMOCTM MOXHO BBOAWTbL MHCTPYMEHTbI Yepe3 pabounii kaHan Instruments can be inserted through the working channel as required
5. Pas6opka / Disassembly
Pa3bopKy cnegyeT NpoBOANTb B 06paTHOM Mopsiake Disassembly should be done in reverse order

6. O6paboTka. CBegeHnsA 06 ouncTke u gesmHpekymm MU / Reprocessing. Information about cleaning and disinfecting of MD
MPEAYMNPEXAEHWE: Puck nony4yeHns TpaBM W NOBPEXAeHWA usaenuii: HecobmogeHme WARNING: Risk of injury and damage to products: Failure to observe and follow this

18
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JAaHHON MHCTPYKLMK MO 3KCNyaTaumMm U MHCTPYKUMM NO 3KChyaTalum COBMECTHO
MCNOMb3yeMbIX U3AENNIA MOXET NPMBECTU K TpaBMaM MalyeHTOB, MO/b30BaTeneld n TpeTbUX
NN, a TaKKe K MOBPEeXAeHNo usgenwii. MoxanyiicTa, BHUMAaTe/IbHO NpoYnTaiiTe BCe
COOTBETCTBYIOLLME MHCPYKLMM MO 3KCMTyaTaluMm 1 BCerga TOUHO cnefyiiTe NpuBeseHHbIM
uMm. MpoBepbTe PYHKLMOHMPOBaHWE MPOAYKTOB, UCMOJb3yeMbIX B KOMBUHALNN.
MPEAYMPEXAEHWE: PUCK NOAYyYeHWUs TPaBMbl: HENPaBU/IbHO COBpaHHbIe 1
NoBPEeXeHHbIe MHCTPYMEHTbI MOTYT NPUBECTY K TpaBMam naumeHTa. VIHCTPYMEHTbI 1 Bce
akceccyapbl, UCNO/b3yeMble B COYETAHUU C HUMU, AO/MKHbI MPOBEPATHCA HEMOCPELCTBEHHO
[0 1 Nocne KaXaoro Ncnonb3oBaHms, YTobbl yOeaUTbCS, YTO OHU KOMMAEKTHbI, HE UMEKT
MOBPEXAEHUIA U HAXOAATCA B MOMHOM paboyeM COCTOSIHWUM, a TaKXKe He UMeloT
HenpefHaMepeHHO LLIePOXOBAaThIX MOBEPXHOCTEW, OCTPbIX YI/10B, 3ayCEHLEB MK
BbICTYNatoLWmx yacteil. Heo6xoaumo cobntofaTb OCTOPOXHOCTb, YTOObI HE OCTaBUTb
OTCYTCTBYHOLLME WM C/IOMAHHble KOMMOHEHTbI BHYTPY NaLueHTa.
MPEAYMPEXAEHWE. Puck 3apaxeHus. MNpun nNocTaBke 3TV UHCTPYMEHTLI He
CTEPWbHbI. CN0Mb30BaHNE HECTEPU/IbHBIX WHCTPYMEHTOB MPeLCTaBfeT PUCK 3apaxeHns
MaLuMeHTOB, NONb30BaTeNei 1 TPeTbuX NuL. OCMOTPUTE MHCTPYMEHTBLI Ha Hannume
BUAVMBIX 3arps3HeHnid. Bugumble 3ai3HEH NS ABAAOTCA NPU3HAKOM TOro, YTo 06paboTKa
He NpPoBOAMNAch UK Bblna NpoBejeHa HenpasunbHO. O6pabaTbiBaiiTe MHCTPYMEHTbI Mepes
nepBoHayanbHbIM MCMNOMb30BAHMEM, & TAKXe [0 U NOC/e KaXA0ro nocnegytoLero
MCMO/b30BaHNSA C UCMOMb30BaHWEM YTBEPXAEHHbIX Npouesyp.

MPEAYMPEXAEHWE. Puck nonyyeHus Tpaemebl. [eperpyska MHCTpYMeHTa 13-3a
MPUNOXEHNS YPE3MEPHON CUMbl MOXET NMPUBECTM K NMOMOMKE, U3rnMby v HenpasWibHON
paboTe MeAMLMHCKOrO U34enns 1, Kak CneAcTsue, K TpaBme nauueHTa uan nosb3osarens.
He neperpy»aiite MHCTPYMeHTbI. He pasrnbainTe cOrHyTble UHCTPYMEHTbI B UCXOAHOE
MONOXKEHNE.

NPEAYNPEXAEHWE: PUCK NONyYeHWUs TpaBM: HernpaBu/bHOE UCMO0/b30BaHNe
MeSULMHCKUX MHCTPYMEHTOB MOXET MPUBECTU K TpaBMaM nauueHToB. Monb3oBaTenu
MeULMHCKNX MHCTPYMEHTOB [O/KHbI UMETb COOTBETCTBYIOLLYIO MEAULMHCKYHO
KBaIMPUKaLMio 1 6bITb 03HAKOMAEHbI C NPUMEHEHNEM.

BHUMAHWE: MNpu NpUroToBaeHNM 1 UCMO/b30BaHUUN PacTBOPOB CrefyiTe
cneymguKaLmam NponsBoAUTENS XUMUYECKUX CPELCTB, YAensas 0co60e BHUMaHue
NpaBWIbHOW KOHLEHTPaLWKW, BPEMEHWN BO3AENCTBMA W CPOKY CNYX6bl. MMpogomkuTensHoe
noMy>eHne B BOAY W HENpaBW/ibHas KOHLEHTPaLMUA MOTYT NPUBECTU K NOBPEXAEHMIO.
MoMHMTE 0 MUKPOBUONOrMYECKOM AuanasoHe AeiiCTBUSA UCMNOMb3YEeMbIX XUMUYECKUX
CpefcTs.

BHVWMAHWE: OnacHOCTb NOBPEXAEHUA MeANLUHCKUX YCTPOWCTB: UCMONb30BaHMe
XUMUYECKNX CPeAcTB, He 0406peHHbIX KARL STORZ, MOXeT NpUBeCTH K NOBPeXAeHUIo
MeANLMHCKNX YCTPOICTB. cnonb3yiiTe TONbKO 0406peHHbIE XMMUYECKIMe CpeCTBa.

YKA3AHWE: lMepeyeHb PeKOMEHAYEMbIX YNCTALWNX U E3UHPULUPYIO L NX
pacTBOpoOB npeacTtaB/ieH B MpunoxeHun 1.

Eng

instruction manual and the instruction manuals of products used m combination can"
result in injury to patients, users and third parties as well as damage to the product.
Please read all relevant instruction manuals carefully and always follow the instructions
given precisely. Check the functioning of the products used in combination.
WARNING: Risk of injury: Incorrectly assembled and damaged instruments can lead to
injuries to the patient. Instruments and all of the accessories used in combination with
them must be checked immediately before and after every use to ensure that they are
complete, free from damage, and in full working order and have no unintentional rough
surfaces, sharp corners, burred edges or projecting parts. Care must be taken not to leave
missing or broken-off components inside the patient.

WARNING: Risk of infection: These instruments are not sterile when delivered. The use
of nonsterile instruments poses a risk of infection for patients, users and third parties.
Inspect instruments for visible contamination. Visible contamination is an indication that
reprocessing has not been carried out, or has been carried out incorrectly. Reprocess the
instruments before initial use and before and after every subsequent use using validated
procedures.

WARNING: Risk of injury: Overloading the instrument by exerting too much force may
cause the medical device to break, bend, and malfunction, and consequently injure the
patient or user. Do not overload the instruments. Do not bend bent instruments back to
their original position.

WARNING: Risk of injury: Incorrect application of medical instruments poses a risk of
injury for patients. Users of medical instruments must have an appropriate medical
qualification and be acquainted with the application.

CAUTION: When preparing and using the solutions, follow the chemical manufacturer's
specifications, paying close attention to proper concentration, exposure time and service
life. Prolonged immersion and incorrect concentration may result in damage. Bear in
mind the microbiological range of action of the chemicals used.

CAUTION: Danger of damage to medical devices: The use of chemicals which have not
been approved by KARL STORZ may cause damage to the medical devices. Only use
approved chemicals.

NOTE: See Appendix 1for List of recommended cleaning and disinfecting solutions

6.1. NMoparoTtoBka Kouuctke v gesnHgekunn/ Preparing for cleaning and disinfection
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Ipybble 3arps3HeHUs, Bbl3biBalOLME KOPPO3UIO PacTBOPbl W IEKAPCTBEHHbIE CpefcTBa

cnefyet yfandatb € 3HLOCKOMNOB Cpa3y Mnoc/e ero NpUMeHeHus. [ns aToro 3HA0CKONbI cnegyet

npefBapuTesisHO OYUCTUTL, Hanp., MyTem MNpoTUpaHusa K npombiBaHus. KomnaHua KARL

STORZ peKkomeHAyeT Bcerfa npoBoANTL NpeABapuTeIbHYH OUMCTKY PYYHbIM CMOCO60M Nog

CTpyeW X0noAHOW BOAbI.
6.2. PyuHada npefBaputenbHas ouncTtka / Manual precleaning

MpeaBapuTenbHas OYNCTKA PYUYHbIM CNOCOGOM

Pas6opka

Meped OYNCTKOM U Ae3nH(eKUnelidi 3HAOCKOMbl HEOOX0ANMO OTKPbITb W/MAM pa3obpaTb Ha

OTA€eNbHbIE KOMMOHEHTbI, HACKONbKO 3TO BO3MOXHO.

OuuncTKa MOBEPXHOCTEN LLETKOM

Bugumble mnn rpy6ble 3arpsasHeHMs HeO06X0AMMO YAansTb C NOBEPXHOCTel noj cTpyei

XO0MO4HOW BOAbl MpWM  MOMOWM  WETOK MOAXOAAWMX  pasMepoB  OT  PasnUYHbIX

Npon3BOANTENENA.

O6paboTKa ynbTpasByKOM 3anpeLyeHa
Mo TEXHUYECKUM MPUUYMHAM 3HAOCKOMNbI HEMPUTOAHbI AN151 Y/IbTPA3BYKOBON 06paboTKM.

6.3. MawunHHaa yncTka u gesnHpekumna/Macfaine cleaning and disinfection
Ounctka/Tepmuyeckas fe3snHDEKLUA MeXaHU3NPOBaHHbLIM CNOCOBOM
MpeanouTuTenbHa TepMuyeckas fesnHdekumnsa. JaHHbli MeToA He06X0AMMO MCNOMb30BaTh C
Y4eTOM HaLMoHanbHbIX HOpM W nokasatens AO. Mpu Bbi6ope MOAXOAALLEr0 BbIBUXHOIO
KOHTeHepa WAM KpenneHus ANns WHCTPYMEeHTa HeobXO0AMMO MNPOKOHCY/bTUPOBAThCA C
M3roToBUTENEM 060OPYAOBaHWUA C LeNblo 06ecneyeHUss OMbIBaHUS WM MPOMbIBAHMSA
MEeANLMHCKOro n3aenms.

YkasaHue: Mpn HeO6X0AMMOCTU CrieayeT BPYUYHYIO JOCYLINTL M3Lenue.

6.4. Cbopka, nposepka n yxoa/Assembly, inspection and care
Cb6opka, NnpoBepKa 1 yxops
Bn3yanbHO MpoBepbTe OYULLEHHbIA WM NPOAE3VHMMLMPOBAHHbLIA 3HAOCKON Ha YMCTOTY,
KOMM/IEKTHOCTb, CYXOCTb 1 OTCYTCTBME MOBPEXAEHUIA:

. Mpu HannuMm cnegoB 3arpsisHEHMIN/OCTaTKOB CPefcTB Heo6XOAMMO MOBTOPHO
06paboTaTh 3HAOCKOMbI BPYYHYIO U elle pa3 MoABEprHyTb WX MOAHOMY LMKAY OYUCTKU W
Le3nHpekumnn,

. MoBpeXAeHHbIE NN NOPaXKeHHbIE KOPPO3WEA 3HAOCKOMbI AOMKHbI ObITb U3bATHI K3
obpalleHus.

3aTeM Heo6X0AMMO BbINOAHUTL MPOBEPKY DYHKLMOHUPOBaHUS.

6.5. Ctepunusaumsa/ Sterilization
MopsaoK AeNCTBUIA, a TaKXKe BaXKHble TEXHONOTMYECKNe napameTpbl A1 OTAEeNbHbIX
Ba/IMAMPOBAHHbIX METOA0B NOAPOGHO OMMCaHbl B MHCTPYKLMK MO 3KCNyaTaumm.
KomnaHueit KARL STORZ gns aHHOr0o MeAULUHCKOro U3aenns BannanpoBaHbl v
YTBEPXAEHbI CMeaytowme MeTobl CTEPUIN3aLLUN:
CTepunusauma napom ¢ npUMeHeHMeM (hPakLMOHUPOBAHHOTO POPBAKYYMHOIO
MeToza.
Yka3aHue: CMa3aHHble KOMMOHEHTbI HEOOXO0AMMO CTEPUN30BATL B pa30bpaHHOM BUAE.
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Heavy soiling, corrosive solutions and pharmaceuticals must be removed WrTthe' . qic+
device immediately after use. To this end, preclean the medical device by wiping down
and rinsing, for example. As a general rule, KARL STORZ recommends manual
precleaning under cold running water.

Manual precleaning

Disassembly

Prior to cleaning and disinfection, the medical device must be separated into its
individual components as far as possible, and/or must be opened.

Brushing the surfaces

Any visible contamination or heavy soiling of the surfaces must be removed under cold
running water by cleaning using brushes of suitable sizes from various manufacturers.
No use of ultrasound

For technical reasons, the medical device is not suitable for ultrasound treatment.

Machine cleaning/thermal disinfection
Thermal disinfection is preferred. The relevant national requirements and the AO value
must be taken into account when using this method. The selection of a suitable slide-in
tray or instrument holder, which should ensure that the medical device is thoroughly
rinsed out or through, must take place in consultation with the manufacturer of the
device.

Note: If necessary, the device must be dried off afterwards by hand.

Assembly, inspection and care
The cleaned and disinfected medical device must be visually inspected for cleanliness,
completeness, damage and dryness:

e Ifresidues or contamination are still present, the medical device must be
manually cleaned and subjected to a full cleaning and disinfection procedure
once more.

e Damaged or corroded medical devices must be withdrawn from use.

Afterwards, a functional check must be carried out.

The procedures as well as the process-relevant parameters for the individually validated
methods are described in detail in the reprocessing manual. The method must be selected
taking the respective applicable national requirements into account and in consultation
with the device manufacturers.

The following sterilization methods have been validated and approved by KARL STORZ
for this medical device:

Steam sterilization using the fractionated prevacuum procedure

20




Rus

Ons cTepunm3aumm MeauLMHCKOro usfenns B cobpaHHOM Buie He06X04MMO UCMONb30BaThb
(hpakuMoHMpOBaHHbIl thopBakyyMHbIli MeTog (DIN EN ISO 17665-1) ¢ cobnoaeHneM
cnegyownx napametpos: 134 °C Ha NPOTAXEHUU S5 MUHYT.

7. CepBucHoe o6cnyxunsaHune n peMoHT/ Servicing and repair

Bu3yanbHO MpoBepbTe OYMLLEHHOE W NPOAE3NH(ULMPOBAHHOE MEeAWLMHCKOe M3genve Ha
YNCTOTY, KOMMMEKTHOCTb, CYXOCTb M OTCYTCTBUE MOBPEXAEHWIA:

* [1pn HanMuMKM CNefoB 3arpsA3HEHN/OCTaTKOB CPpeAcTB He06X0AMMO NOBTOPHO 06paboTaTh
MeaULMHCKOEe M3fenve BPYYHYH U ellle pa3 NoABeprHyTb ero NOAHOMY LMKMY OUYUCTKU U
Le3nHpexkuun.

* [oBpeXAeHHble NN NOPaXKeHHbIe KOPPO3nel MeaNLMHCKNE N3AeNUS AOMKHbI ObITb N3bATbI
13 obpaLeHus.

* 3aTemM He06X0AMMO BbINOAHWUTL NPOBEPKY PYHKLMOHUPOBAHMS.

WN3genua He npefHasHayeHbl Ans peMoHTa. B cnyuyae nospexaeHus usgenus obpatuTtech K
noKanbHOMy MnpescTaBuTenNto

8. TapaHTHnVWarranty
CTaHAapTHbI/ rapaHTU/AHBIA CPOK 3KCMyaTauuMu U3Lennst CocTaBnsieT 12 MecsileB C Aatbl
BBOZa Npubopa B aKcnayaTauuto, Ho He 6onee 15 MecCALEB CO AHA OTHY3KH.

MefuUMHCKOe U3aenue BCeraa cneyet OTMPaBnsaTb B MECTHOE OTAeneHue, faxe B TeUeHue
rapaHTuiiHOro nepuoga.

BcKpbITe 060pYA0BaHNS WK BbIMOMHEHUE NMIOBLIX PEMOHTHBLIX PaGoT UMM MOAM(UKALIWIA
060pyA0BaHUs HEYMONHOMOUYEHHbLIMY IMLaMMU 0CBOGOXK/AaeT Hac OT Nl060li 0TBETCTBEHHOCTM
3a ero pa6oTy. /llo6oe Takoe OTKPLITUE, PEMOHT UM MOANMUKALWSA, BbINOMHEHHbIE B TEUEHNe
rapaHTUHOTO NepuoAa, aHHYMPYET BCIO FapaHTULo.

OO6LLecTBO C OhaHMUYEHHOW OTBETCTBEHHOCTbIO KAPJ1T LUTOPL, - 3Hgockonbl BOCTOK
(OO0 KLUT3 BOCTOK)

115114, r. MockBa, Hab. [lepbeHeBckas, 4. 7, cTp. 4

TenedoH: + 7 (495) 983-02-40

E-mail: info-ru(a'karlstorz.com

9. YTtunusayusa/Disposal

Mpn  yTunmsauum  ocobble Mepbl He
BHYTPUrocyfapCcTBeHHble NpeanucaHuns/ 3aKoHbl.
Mpy yTuansauum nsgennin Ha Tepputopumn Poccuiickoin ®efepaunmn cnegyet
PYKOBOACTBOBATLCA HOPMaMu, U3noxxeHHbIMU B CaHlMuH 2.1.3684-21. Hencnonb3oBaHHbIe
3HJOCKONMbI, & TaKXKe YNakoBOYHbIe MaTepuanbl cnefyet yTUIU3NPpoBaTh Kak
anNuaeMmonoruyeckn 6esonacHble 0TXoAbl Knacca A.  Icrnosib30BaHHbIe 3HLOCKOMbI U
NPUHaANEXHOCTU Cnefyet YTUAIU3UPOBaTh Kak 3MUAEMNONOrMYeCcKU OnacHble 0TXopbl
Knacca b.

10. BaxHas uHgpopmauusa / Important Information

TpebytoTcs. Cnegyer  cobntofatb
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note: Sterilize greased components in a disassembled"

The medical device must be sterilized in its fully assembled state using the fractionated
prevacuum procedure (DIN EN ISO 17665-1) with the following parameters: 134®C for
5 minutes.

The cleaned and disinfected medical device must be visually inspected for cleanliness,
completeness, damage and dryness:

« Ifresidues or contamination are still present, the

medical device must be manually cleaned and subjected to afullcleaning and disinfection
procedure once more.

» Damaged or corroded medical devices must be withdrawnfrom use.

« Afterwards, a functional check must be carried out

Medical products are not intended to be repaired. If the product is damaged, contact your
local representative.

The standard warranty period for the device is 12 months from the date of commissioning
of the device, but no more than 15 months from the date of shipment.

The medical device must always be sent to your local subsidiary (see “Subsidiaries”
section), even during the warranty period.

Opening the equipment or performance of any repairs or modifications to the equipment
by unauthorized persons shall relieve us of any liability for its performance. Any such
opening, repair, or modification performed during the warranty period shall void all
warranty.

Limited Liability Company “KARL STORZ - Endoskopy VOSTOK” (LLC “KSHTE
VOSTOK?™)

115114 Moscow, Derbenevskaya embankment, 7, p. 4

Phone: + 7 (495) 983-02-40

Email: info-ru@Kkarlstorz.com

To dispose of these medical devices, no special measures are necessary. National laws and
regulations must be observed.

For disposal of products on the territory of the Russian Federation, follow the norms of
SanPiN 2.1.3684-21. Unused endoscopes and packaging materials are disposed of as
class A epidemiologically non-hazardous wastes. Used endoscopes and accessories are
disposed of as class B epidemiologically hazardous waste.
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N3 coobpaxeHWin rurvueHbl W 408 NpefOTBpalleHus  3apaKeHWs  3HAO0CKOMbl U
NPUHAANEXHOCTU HEOOXOAMMO OUYMCTUTb WM MPOAE3NH(PULMPOBATL / CTEpPUIN30BaTbL Mepes
OTMNpaBKOW B PeMOHT. Mbl OCTaBiseM 3a COGO0M NpaBO BepPHYTb 3arpsi3HEHHble W3Lenus
OTMpPaBUTESIO.

PemMOHT, MOAN(DMKALNM NN N3MEHEHWS KOHCTPYKLMMW, KOTOPbIE BbINOMHATCA He
KomnaHueih KARL STORZ unu cneynanuctamu, ynonHomoyeHHbiMn KARL STORZ,
aHHYNMPYIOT BCe FrapaHTUiiHble 0653aTeNbCTBa.

11. Pacwudgposka cumBosioB/Explanation of symbols

PacwundpoBKa CUMBO/IOB, MPUMEHSEMbIX NPU MAPKUPOBAHUN MeAULUHCKOrO

n3nenuns:
CumBon OnpepgeneHune

- - MN3roTtoBuUTENb

]
MD MeanunHckoe nsgenue

REF Homep o katanory

SN CepuiiHblii HoMep

LOT Kog naptuu
QTY KonnuecTso usaennii B ynakoske
UDI YHUKanbHbIi naeHTUdUKaTOp 1snenms

O6paTnUTeCh K MHCTPYKLMM
1 Mo NPUMEHEHUIO

He cTepunbHo
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For hygiene reasons and to prevent infection, endoscopes and accessories mu”

and disinfected/sterilized before they are sent for repair. We reserve the right to return
contaminated devices to the sender.

Repairs, modifications, or construction changes which are not performed by KARL
STORZ or by experts authorized by KARL STORZ will invalidate all warranty rights.

Explanation of symbols used in labelling the medical product:

Symbol Definition

[ |
I J Manufacturer
MD

Medical device

REF Catalogue number

SN Serial number

LOT Batch code

QTY Number of products in the product packaging

UDI Unique Device Identifier

Consult instructions for use

Unsterile
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Xpynkoe, 06palaTbCs 0CTOPOXHO Fragile, handle with care
B cooTBeTcTBUM C (hefepasibHbIM 3aKoHogaTenbcTeom CLUA | Federal (USA) law restricts this device to sale by or on the order of
RXOnly (cornacHo 21 CFR 801.109) usaenve paspelleHo NpojaBaTh TONbKO RxOnly , physician.
Bpayam (MMELUM NULEH3UI0) 1N MO peLienTy Bpava. CE marking

Mapkuposka CE

3TVM 3HaKOM MPOU3BOAUTESNb 3asBASET O COOTBETCTBUM YCTPOICTB
JelicTBYIOLNM CTaHAapTaM W AUpeKTUBaM.

Hun B k0oem cnyyae Henb3s MOAMGULMPOBATL YCTPOMNCTBO.

With this mark, the manufacturer declares the compliance of the
devices with the applicable standards and directives
The device must not be modified in any way

CE CE

12. MepeyeHb HALMOHANbHbIX U MeXAYHAPOLHbIX HOPMATUBHbLIX LOKYMEHTOB/CTaHA4APTOB, KOTOPLIM COOTBETCTBYET MefuumHckoe mnsgenne\b181 of international regulatory
documents/standards which the medical device complies with
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CtaHgapT OnucaHune Identification Designation
M3genns megnumnHckne. CUCTeMbl MEHeIXXMEeHTa KavecTsa. Medical devices - Quality management systems - Requirements
ISO 13485 o ISO 13485
TpeboBaHWs ANa Leneit perynnpoBaHns for regulatory purposes
1SO 14971 WN3genua meguumnHckue 1SO 14971 Met_jlcal devices - Application of risk management to medical
MprMeHeHNe MeHeKMeHTa pUCKa K MeAULUHCKUM U3LeNUaMm devices
W3genus megnumnHCKMe. Medical devices - Symbols to be used with medical device labels,
ISO 15223-1 CuUMBO/bI, NPUMeHsieMble NP MapKNPOBaHUU MeAULIMHCKNX ISO 15223-1 labelling and information to be supplied - Part 1. General
U3gennii, Ha 3TUKeTKax 1 B COMPOBOANTENbHON JOKYMEHTaLMWM. requirements
Hactb 1 OcHoBHble TPe6oBaHNs . Processing of health care products - Information to be provided
CTepunusaumsa MeguLMHCKUX n3genuii. Muhopmawus, . ISO 17664 by the medical device manufacturer for the processing of medical
1ISO 17664 npegocTasnisgemMas U3roToBUTENEM A1 NPOBELEHNS NOBTOPHOMU devices
CTEpUN3aLn MEANLMHCKUX 3AEN Medical devices - Part 1: Application of usability engineering to
3penus MeguumHcKue. IEC 62366-1 medical devices
IEC 62366-1 MpoekTnposakie MEAMLNHCKIX USAENNN € yHETOM ISO 7153-1 Surgical instruments - Materials - Part 1. Metals
SVIKcn”yaTaU'MOHHOM npmo'u'HOCTK'A 1SO 10993-1 Biological evaluation of medical devices - Part 1. Evaluation and
1SO 7153-1 HCTPYMEHTbI XMpypruyeckue. Metannnyeckme MaTepuansl. testing within a risk management process
YacTb 1. HepxkaBetowias crasib . . . - . . .
. Biological evaluation of medical devices - Part 5: Tests for in
1SO 10993-1 M3penns meamumHckme. OueHKa 61MONOrMYeckoro AencTems 1ISO 10993-5 vitro cytotoxicity
MegUUMHCKMX n3genunii. Yactb 1 OueHKa v uccnesoBaHus . . ) . . )
Y 1SO 10993-10 Biological evaluation of medical devices - Part 10: Tests for
1SO 10993-5 O3A9”MH6M6'D'ML"MHCKMG' o iy 5 irritation and skin sensitization
) lieHka OONOTNHECKOTO ABVCTBIR MEAVILIMHCKIX USACNN. HacTh . Biological evaluation of medical devices - Part 11: Tests for
VMccnenoBaHms Ha LMTOTOKCUYHOCTL: MeTOAb! in vitro* 1ISO 10993-11 systemic toxicity
1SO 10993-10 M3aenna megmumHckme. OLeHKa 61M0N0rnYeckoro aeicTems
23
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ISO 10993-11

ISO 10993-12

ISO 10993-17

ISO 10993-18

IEC 60601-1

IEC 60601-1-6

IEC 60601-2-18

ISO 17665-1

ISO/TS 18339

ISO 20417

ISO 10993-23

MegMUMHCKMX n3genunid. Yactb 10. ViccnegoBaHns pasgpaxcaroLlero u
CEHCUBUIN3NPYIOLLLErO AeCTBUS
WN3penns meguuuHckue. OueHKa 6UM0I0rMYeCcKOro AencTans
MeaMLMHCKMX n3genunin, Yactb 11. ViccnegoBaHus
06LLeTOKCUYEeCKOro AelicTBISA
W3penus meguunHckme. OueHKa 6MoN0rnyeckoro AencTems
MeAMLMHCKMX n3genunin. Yactb 12. MpurotosneHne npob n
KOHTPONbHbIe 06pasLbl
WN3penus meguumnHcKme.

OueHKa 61M0N0rMyYecKoro AeCTBMSA MeAMLUMHCKMX n3gennii. Yactb
17. YcTaHOBNeHVe NOPOroBbIX 3HAYEHWIA A1 BbIMbIBAEMbIX BELLECTB
N3genna mefuunHcKme.

OueHKa 61M0N0rMyYecKoro AecTeNA MegULMHCKNX U3gennii. Yactb
18. VccnefoBaHMe XMMUYECKUX CBOMCTB MaTepuanos

W3genuna megnumnHckue anektpuyeckme. Yacts 1 O6wme TpeboBaHms
6e30MacHOCTN C YYEeTOM OCHOBHbIX (DYHKLMOHA/IbHbIX
XapaKTepucTuK.

W3genuna meguumnHckue anektTpuyeckue. Yactb 1-6. Obuwime
Tpe6oBaHUA 6e30NacHOCTU C YH4ETOM OCHOBHbIX (DYHKLMOHANbHbIX
XapakTepucTuK. JononHUTENbHbINA CTaHAapT. DKCnayaTaLMoHHas
NPUrO4HOCTb.

M3genvs meguumHCKne anektpuyeckme. Yactb 2-18. YacTHble
TpeboBaHUA 6€30MacHOCTN C YYETOM OCHOBHbIX (DYHKLUMOHabHbIX
XapaKTepucTuK K 3HAOCKONMYECKO annapaType.

CTepunusaums MeguLMHCKO/ npogykumn. CTepunmsaums napom.
YacTb 1. TpeboBaHMA K pa3paboTke, Banngauumn u TekyLiemy
KOHTPO/IO npoLecca CTepumn3aLmn MeguLMHCKUX U3genuii
YCcTpoiicTBa AN 9HA0TEPanum - KpblLLKa OKYNspa U KOHHEKTOpP
CBETOBOJA

M3genua meguumnHckue. VIHhopmaums, nocrasnsemas
N3roToBUTENEM

OueHKa 61M010rMYecKoro AencTeua MeaULUHCKNX n3genuii. YacTb
23. VicnbITaHnA Ha CNoCO6HOCTL BbI3blBaTh pasfpaxeHue

13. Peknamauusa/Reclamation

Mopagok npeabABieHUs peKnamau,MFl M OTBETOB Ha HNX PETYNNPYETCA FPpadKAaHCKMM NMpaBoM.
Peknamauus MOXeT MpeabsaBNATLCA TO/ILKO MO TaKUM BOMpPOCaM, KOTOPble He ABASINCH

npeaMeTOM MPUEMKM TOBapa, MPOM3BeAeHHO B COOTBETCTBUN C YCNOBUSAMU 4OTOBOPA.

Mo Bcem BOMpocam, CBA3aHHbLIM C OﬁC}'Iy)KI/IBaHVIeM n3penns, HeOﬁXO,qVIMO O6paTI/ITbCFI K

YNONHOMOYEeHHOMY NpPeACTaBUTENO NMPOU3BOANTENS.

B cnyuyae peknamauuu o06palathCsi K NPOU3BOAMTEN0 W / WAKM  YNONHOMOUYEHHOMY

npeacTaBuUTeNo NMPOU3BOAUTENS.
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ISO 10993-12

ISO 10993-17
ISO 10993-18

IEC 60601-1

IEC 60601-1-6

IEC 60601-2-18

ISO 17665-1

ISO/TS 18339
ISO 20417

ISO 10993-23

Biological evaluation of medical devices - Part 12: Sample
preparation and reference materials

Biological evaluation of medical devices - Part 17: Establishment
of allowable limits for leachable substances

Biological evaluation of medical devices - Part 18: Chemical
characterization of materials

Medical electrical equipment - Part 1. General requirements for
basic safety and essential performance

Medical electrical equipment - Part 1-6: General requirements for
basic safety and essential performance - Collateral standard:
Usability

Medical electrical equipment - Part 2-18: Particular requirements
for the basic safety and essential performance of endoscopic
equipment

Sterilization of health care products - Moist heat - Part 1:
Requirements for the development, validation and routine control
of a sterilization process for medical devices

Endotherapy devices - Eyepiece cap and light guide connector
Medical devices - Information to be supplied by the manufacturer
Biological evaluation of medical devices ~Part 23: Tests for
irritation

The procedure for submitting complaints and responses to them is governed by civil law.
A complaint may be brought only on such issues that were not the subject of acceptance
of the goods made in accordance with the terms of the contract.
For all issues related to product maintenance, please contact the Authorized Representative

of the manufacturer.

In case of complaint, contact the manufacturer and / or authorized representative of the

manufacturer.
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MpownssoanTens: Manufacturer:

«KAPJT LLUTOPL, CE un Ko. KI'», N'epmanusa (KARL STORZ SE & Co. KG) KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-Strai5e 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
TenedoH: +49 7461 708-0 Phone: +49 7461 708-0

dakc: +49 7461 708-105 Fax: +49 7461 708-105

E-mail: info@karlstorz.com E-mail: info@karlstorz.com

YNO/MTHOMOYEHHbIV NpeCTaBUTENb NPOU3BOAUTENS: Authorized representative of the manufacturer:
O6111eCTBO C O(haHWUYEHHOI OTBETCTBEHHOCTbIO KAPJ/1 LUTOPL, - 3Hgockonsl BOCTOK Limited Liability Company “KARL STORZ - Endoskopy VOSTOK” (LLC "KSHTE
(OO0 KLIT3 BOCTOK) VOSTOK")

115114, r. Mocksa, Hab. [lepbeHeBckas, 4. 7, CTp. 4 115114, Moscow, Derbenevskaya embankment, 7, p. 4
TenedoH: + 7 (495) 983-02-40 Phone: + 7 (495) 983-02-40

E-mail: info-ru(S)karlstorz.com Email: info-ru@karlstorz.com

14. CsBepfeHna o npoussogutene / Information about manufacturer

PA3PABOTUYUNK: DEVELOPER:

«KAP/JT LLUTOPL, CE n Ko. KI'», l'epmaHusa (KARL STORZ SE & Co. KG) KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-Stral3e 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
TenedoH: +49 7461 708-0 Phone: +49 7461 708-0

dakc; +49 7461 708-105 Fax: +49 7461 708-105

E-mail: info@Kkarlstorz.com E-mail: info@karlstorz.com

MPON3BOANTEND: MANUFACTURER:

«KAP/T LUTOPLL CE un Ko. KI'», 'epmaHus (KARL STORZ SE & Co. KG) KARL STORZ SE & Co. KG, Germany
Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
TenedgoH: +49 7461 708-0 Phone: +49 7461 708-0

dakc: +49 7461 708-105 Fax: +49 7461 708-105

E-mail: info@karlstorz.com E-mail: info@Kkarlstorz.com
YMNONHOMOYEHHbIV MPEACTABUTE/Nb MPOV3BOAVNTENA: AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER:
OOO KWWT3S BOCTOK LLC “KSHTE VOSTOK”

115114, r. MockBa, Hab. [epbeHesckas, A. 7, cTp. 4 115114, Moscow, Derbenevskaya embankment, 7, p. 4
TenedoH: + 7 (495) 983-02-40 Phone: + 7 (495) 983-02-40

E-mail: info-ru@karlstorz.com Email: info-ru@karlstorz.com

MECTO NMPON3BOACTBA: MANUFACTURING SITE:

KARL STORZ SE & Co. KG, KARL STORZ SE & Co. KG,

Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany Dr.-Karl-Storz-StraBe 34, 78532 Tuttlingen, Germany
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MpunoxeHune 1. NepevyeHb PEKOMEHAYEMbIX YNCTAWMNX U ge3nHpuunpytowmnx pactsopos\ Appendix 1, List of recommended cleaning and
disinfecting solutions
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Uunctawme pacteopbl / Cleaning agent

Mpoussogntens /
Manufacturer
Advanced Sterilization
Products (Johnson &
Johnson)

Anios

B. Braun Medical AG

Ecolab Deutschland GmbH

Esteer Pharma GmbH
Esteer Pharma GmbH
Lysoform Dr. Rosemann
GmbH

Schumacher, Dr. GmbH
Schulke & Mayr GmbH
Schulke & Mayr GmbH
Schumacher, Dr. GmbH
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ToproBoe HanmeHoOBaHue /

Trade name
Cidezyme®

ANIOSYMEP.L.A.
Stabimed®

Sekusepn' aktiv
ULTRASEPTIN® activ
ULTRASEPTIN® PAA
Lysoformin® 3000

PERFEKTAN® ENDO
gigasept AF® forte
gigasept® instru AF
DESCOTON extra

PyyHas ouncTka n gesnHpekumsa / Manual cleaning and disinfection

OesnHpuunpyrowe pacteopbl / Disinfectant

MpounssoguTtens /
Manufacturer
Advanced Sterilization
Products (Johnson &
Johnson)

Anios

B. Braun Medical AG

Ecolab Deutschland GmbH

Esteer Pharma GmbH
Esteer Pharma GmbH
Lysoform Dr. Rosemann
GmbH

Schumacher, Dr. GmbH
Schumacher, Dr. GmbH
Schumacher, Dr. GmbH
Schulke & Mayr GmbH
Schulke & Mayr GmbH
Schulke & Mayr GmbH
Steril-4 s.r.l.

Weigert, Dr. GmbH & Co.

ToproBoe HaumeHoBaHue /

Trade name
Cidex OPA®

ANIOSYME P.L.A.
Stabimed®

SekusepH'™ aktiv
ULTRASEPTIN® activ
ULTRASEPTIN® PAA
Lysoformin® 3000

DESCOTON extra
DESCOTON 2% GDA
PERFEKTAN® ENDO
gigasept AF® forte
gigasept® instru AF
Lysetol® V

STERIL-C

neodisher® Septo Active



OunctKa 1 ae3svHpeKUMs B MOKOLLE-Ae3HMLMpYomX MawmHax / Machine cleaning and disinfection

Uuctawme pacteopbl / Cleaning agent OesnHpuunpyrowe pacteopbl / Disinfectant

Mponssogutens / Manufacturer Toprosoe HauMmeHoBaHwue / Mpoussogutens / Manufacturer ToproBoe HaumeHoBaHue /
Trade name Trade name

Ecolab Deutschland GmbH Sekumatic*"" FR Ecolab Deutschland GmbH SekumaticM FD

Ecolab Deutschland GmbH Sekumatic*M FRE Weigert, Dr. GmbH & Co. neodisher® SeptoClean*

Ecolab Deutschland GmbH Sekumatic™ MultiClean Weigert, Dr. GmbH & Co. neodisher® Septo DN

Medisafe UK, Ltd. 3E-Zyme/HS- Zyme

Weigert, Dr. GmbH & Co. neodisher® FA

Weigert, Dr. GmbH & Co. neodisher® MediClean

Weigert, Dr. GmbH & Co. neodisher® MediClean forte

Weigert, Dr. GmbH & Co. neodisher® MediZym

Weigert, Dr. GmbH & Co. neodisher® SeptoClean*

UuncTtawme cpeacTsa, NOMeYeHHble *, foKasany CBOt0 athheKTMBHOCTL NpoTmB NpuoHoB / Cleaning agents that are marked with*: These cleaning
agents are proven to be effective against prions
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[MepeBof C HEMELKKOTO U @HTIMACKOTO A3bIKOB HA PYCCKUI A3bIK]
[Ha 6naHke komnaHun «Kapn WTopy — 3HAoCKON»]

dopmupyem BMeCTe 6yayLiee 3HAOCKOMMM Ha NPOTSHXKEHUN Gonee 75 neT

«KAP/T WUTOPL, CE n Ko. KI'» (KARL STORZ SE & Co. KG) ¢ a/a230 « 78503 TyTnuHreH/I'epmaHus
(PO Box 230 « 78503 Tuttlingen/Germany)

YTBEPXAOEHO

McnoNnHMTeNbHbIA ANPEKTOP MO HOPMAaTMBHO-NPaBOBOMY PEry/MpoBaHuUI0
MeafyHapoAHOro oTAesa rno 340poBbI0 NMNaLMeHTOB U HOPMATUBHO-MPaBOBOMY PerysiMmpoBaHuio
no nopy4yeHunto, a-p bertuHa XadeH

«Kapn WTopy CE n Ko, KI'»
Op.-Kapn-LWTopu-LUTpacce
34, 78532, TYTNVHIEH,
MepmaHua
(Dr.-Karl-Storz-StraBe

34, 78532, Tuttlingen
Germany)

[noanuce/
(nognuco)

12 mapTa 2024,
(BeHb, Mecsy (undpamu))

(Wrammn)
[MevaTb KoMnaHuu «Kapn W Topy — SHAOCKON»]

MHCTPYKLUWMNA MO MPUMEHEHWIO
SHAOCKON XeCTKUA MUHUATIOPHBbIN ANA CUAN3HAOCKONUU, B BapuaHTax UCMOJTHEHNSA

HazsBaHve MeMLINHCKOro 13aenns

2024 .
dakTnyeckuii agpec; BaHkoBcKMe «[loiiue BaHk Al KoMmaHguTHOe ToBapuiecTBo [MOAHbLI KOMNaHbOH
«KAP/1 WUTOPLU CE un Ko.  PeKBU3UTbI; TyTANHTEH» «KAPT WWTOPL, CE «KAPT LLUTOPL,
KI» «HOHUKpeanT baHk SWIFT; n Ko. KI'» ®epsanbTyHrc CE»
[Ap.-Kapn- Al» DEUTDESS653 Np.-Kapn-Wropu-Ltpacce 34  [Ap.-Kapn-LWtopuy-LLTpacce
L Topuy-Ltpacce 34 SWIFT; IBAN; DEO09 6537 0075 78532 TyTnuHreH/lepmaHuns 34,
78532 TytnuHren/ITepmanns HYVEDEMMA473 0211 6390 00 MecToHaxoxaeHune komnanuu; 78532 TyTnnHreH/I'epmaHus
TenedoH; +49 7461 708-0 1BAN: DE62 6002 r, TYTNnuHreH MecToHaxoxaeHune
dakc; +49 7461 708-105 0290 0034 5326 05 HapogHblil 6aHK Toprosblil peecTp; KOMNaHuu; 1. TYTNNHTEH
3. nouta; «LllBapuBanba-AoHay r. Wrytrapt. HRA 450442 Toprosblii peecTp:
info@karlstor2.com «Kpalicwnapkacce  Hekkap al» MaeHT. Ne nnatenbwmka HAC; 1. WTtytrapt. HRB 762524
www.karlstorz.com TYTAVHTEH» SWIFT; GENODES1TUT DE 142931059 Ynpasnsowuii fUpekTop;
SWIFT; IBAN; DE97 6439 0130 OupekTnea 06 yTunmsayum Kapn-Kpuctunan LW Topy,
SOLADES1ITUT 0000 7720 03 3NEKTPUYECKoro MpepacepaTens coBeTa
1BAN; DE79 6435 W 3/IEKTPOHHOTO LVPEKTOPOB;
0070 0000 0013 22 obopypaoBaHus, MHOFOKPaTHbI MOYeTHbINA

per. Ne DE 74465858 faokTop Cubunn LWTopy,
9370321. Bep, 4.1
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P eficremii UVZ 4 UZ 619/2024
Actpan Xapaur-Llitpexxep * Ten.: +4974619659700 * ®axc: +4974619659720

HotapaajsbHOe yA0CTOBEpCHRE
/ TNoanucs, NOCTABNEHHAR BHINE B MOEM NPHCYTCTBHH, ARIACTCA NOATHCHIO
r-xu a-pa Berrnun Xaden,
Aata poxpgenrns: 09 cenrabpa 1982 r.,
cmyxeOHbI agpec: 78532 r. Tyrmuuren, JIp. Kapa-Hltopu-lllpacce 34,
— H3BECTHOH MHE JIHYHO —
YTO 51 HACTOAHIHM ODHIMANLHO YAOCTOBEPRIO,

r. Tyrmmuren, 20 mapra 2024 r.

/nodnuce!
Horapuyc Actpua Xapaur-1lItpekxep

[Pervegpnas nevams nomapuycal
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TeKCcT AaHHOro JOKYMeHTa nepeBén nepeBofunk Paxmmkynos dnbaap Cepkanuesnyd, 3HaHWE MHOCTPaAHHOIO
LKA NOATBEP>KAal0. BbiNoNHeHHbI Nepesos sBAsSe T CA NPaBUAbHbIMY TOUYHbLIM U MOJMHbIM.

Poccuitickas depgepaumsa
[fopog Mocksa
[BafuaTb 4eBATOro Mas 4Be ThiCAYM ABajLaTb YeTBEPTOro roga
A, TOHKUH AMUT pnin Banepbesny, HoTapuyc ropoga Mocksbl, CBUAETENbCTBYH MNOAJMHHOCTb NOAMMUCU
nepesog4ynka Paxnumkynosa nbgapa Cepkanvesmya.
Mognuck caenaHa B MOeM NPUCYTCTBUN.
JInyHoCcTb NoAnuncasLLero JOKYMeHT yCTaHOoB/eHa.

3aperncTpupoBaHo B peecTpe: Nq 77/2079-n/77-2024- ~ N
YnnayeHo 3a coBepLUeHNEe HOTapuanbHOro ~ 0 py6.

[.B. TOHKMH

Bcero npoLHypoBaHo, MPoHy.
W cKpenseHo neyaTbio 31 |

HoTapuyc
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